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https://www.biofiredx.com/support/documents/


 

These management decisions are made by the patient9s treating physician. The risks and 
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at the end of trial participation, the participant9s general 
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a        Age in months or years date of birth, sex, weight, date of admission, partial postal code 

b        Symptoms, signs at clinical examination, duration of complaints, patient attending ER spontaneously or referred by general 
practitioner 



c        ICU admission, hospital length of stay, ICU length of stay, non-invasive ventilation, vasopressor use, extracorporeal support 

d        Assessments only performed if patient is hospitalized 

e        Only applicable when informed consent is obtained for the additional study 
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dimensions (<5D=) related to everyday living: mobility, self

level scale (<5 L=) from
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https://www.cdc.gov/nhsn/PDFs/pscManual/11pscAURcurrent.pdf


 

 
 

Investigator9s responsibility to determine the <seriousness= of an AE using the 

• Resulted in death: An AE that resulted in the patient9s death.
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. The only exception is <Sudden Death= when the cause is unknown.
 

It is the Investigator9s responsibility to assess the severity of an AE. A change in severity may

• MILD: Awareness of signs or symptoms, but does not interfere with the patient9s usual

• interferes with the patient9s usual activity.
• 

It is the Investigator9s responsibility to assess the relationship between all AEs to the 
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*Denotes <related= to the 



 

ponsor9s request, with any additional information related to the safety reporting of a 



 

 

a member of the Investigator9s staff, a Sponsor
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For 8Clinical failure9 w
8Days on antibiotic treatment9 and 8Days alive out of the hospital9 we defined 1 day as a 

(SD) of 8Days alive out 
of the hospital within 14 days9 in 
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8 9 and 8 9 will be analysed using a linear 
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appeals to the 8right to be forgotten9 according to the national GDPR regulations

 

 



 

 

 

 



 



 

https://www.who.int/news-room/fact-sheets/detail/the-top-10-causes-of-death
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Addition of <Julia Anna Bielicki= and <Malte Kohns 
Vasconcelos= to protocol contributors

<Cristina Prat Aymerich=

<Malte Kohns=

<Marc Bonten, UMC Utrecht=

<Julia Bielicki, St George9s, University of London=

<University Medical Center Utrecht (UMC Utrecht) 

3584 CX Utrecht The Netherlands=

<Fondazione PENTA ONLUS

Italy=

< =

<Prof. Dr. K.G.M. Moons=



< = 

<Principal Coordinating Investigator Prof. Dr. M.J.M Bonten 
Microbiologist, UMC Utrecht=

<Principal Investigator Julia Bielicki, Senior Lecturer St 
George9s, University of London=

–

< = < = 

<Study site selection criteria= 

<Recommended study site selection criteria=

<Laboratory training= 

<Medical device training, being part of the Site Initiation Visit=
Addition of < =
Amended < = to < =
Removal of <and (3)  the non
clinical outcome=

<Individually randomised controlled trial. Hierarchical nested 
analysis design.=

<Prospective, multi
trial.=

<

=

–



<and who do not produce sputum=

Amended < = to < = 

Removal of <and (3)  the non
clinical outcome=

< = < = 
Amended < = to < =
Amended < = to < =

<The Biofire=
Removal of <

=
<to assess the impact of rapid 

enrolment.=

<Adverse outcome (non
• Safety endpoint:
• For initially hospitalised patients: i) any readmission, ii) ICU 

• For initially non
within 30 days after study enrolment.=

<after study enrolment=

<Change in= 

<during the main study= 

<The study design will be an individually randomised 
label trial=

<This is a prospective, multi

Enrolment will be competitive across sites.= 

< =

< =



<It needs to be ensured that 

run the risk of 8compensating9 the putative adverse effects.=

<
endpoint is unlikely to be clinically relevant=

<Hierarchical nested design: Superiority primary endpoints are 

endpoint taken into consideration=

<or cause specific death=

<reflected in the key safety secondary endpoint=

<

=.

< =

< =

<(autumn/winter months)= meaning of <influenza 
seasons=.

<
=

secondary and/or exploratory analysis.=

<consulting=

<presenting at the Emergency Room= 



<Temperature ≥38.0°C measured at presentation or reported 
within the previous 24 hours=

<Temperature ≥38.0°C 
report of fever within the previous 72 hours=

<Less than 14 days since the last episode of respiratory tract 
=

<Hospitalised for at least 24 hours within the last 14 days 
associated)=

<Recommended=

<Does not currently use equivalent rapid 

considered individually.=

<Does not currently use equivalent rapid testing routinely in 

within 4 hours).=

<and confirmed=



<the subject=

<patients=

<subjects=

<We will collect detailed demographic and clinical data from 

adjusted according to stratification and time points.=

<Main study (Routine clinical and microbiological data 
–

standard of care.=

– –

<(see eCRF completion guidelines on guidance)=

<To=

<It needs to=

<For patient questionnaires, patients will receive a link per 



be stored as source data.=

< =

< =

<at 3 study sites=

<Site personnel will be trained to obtain a Good Clinical 

identify and enrol eligible patients,=

<The Principal Investigator and all site personnel involved in 

identify and enrol eligible patients,=

<See the ADEQUATE monitoring plan for more details.=

<Specific training for the follow up questionnaires will be 
implemented if needed.=

<Laboratory training=

<Medical Device training, being part of the Site Initiation 
Visit.=

<laboratory=

<the hospital=

<During site selection, lab external accreditation and 

recorded.=

<Quality Control of the device will be performed as described 
in the ADEQUATE monitoring plan.=

<our= 



<UMCU=

<2. Progression of the disease under study should not be 

3. <Death= should not be reported as an AE. The cause of 

<Sudden Death= when the cause is unknown.=

<2. SAEs 

is <Sudden Death= when the cause is unknown.=

<disease under investigation=

<Sponsor remains responsible for adequate reporting to 
regulatory authorities.=

<AEs and all SAEs= t <safety events=

<Refer to the ADEQUATE 
extensive guidance on reporting.=

<Additional information, including the Investigator9s 

patient9s medical record/source document.  

• 
• 
• 
• 
• 
• 
• 



• 
AEs)=

<A protocol deviation is any noncompliance with the study 

sources.=

<A protocol deviation is any non

from a number of sources.=
<joint paediatric and adult trial 

2022 (adult))=

<we will aim for= 

<we originally set an aim of=

<Review of sample size calculation for protocol version 3.0, 



randomised children.=

– <sample sizes using different 
assumptions=

<Review of sample size calculation for protocol version 3.0, 
=

<Review of sample size calculation for 
protocol=

<Analyses will be stratified by:
• 
• 

• 

• Vaccination status. Influenza. Pneumococcal.=



<Analyses will be stratified by:
• 
• 
• 

• 

• 

• 

vaccine receipt y/n.=

<Clinical failure will be analysed using Cox proportional 

of 0.05.=

<A data snapshot will be taken at the end of month six, after 
the first season,=

<A data snapshot will be taken after the first season,=

<ISO 20916=

procedure/activity takes place.=

<The investigator or delegate will be trained in consent 

to the ethical principles within the Declaration of Helsinki.=

<and verbal=

<Therefore, it is proposed to obtain ICF from LAR or in 



directly.=

<Deviations in consent procedures might occur per 

measures.=

<unless it is a COVID
study.=

<every 6 months=

<regularly=

steering committee9s 

<For patient questionnaires, patients will receive a link per 

be stored as source data.=

<Penta as Sponsor of the study 

stored for 25 years.=

Addition of < = 

Amendment of <E.g.= to <E.g.9=
Amendment of <I.e.= to <I.e.9=

9s Hospital PI from 8Dr Louise Hill9
8 9
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